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Michael J. Ellis
Chief Executive Officer
Metabolize International, Incorporated
5070 Santa Fe
San Diego, California 92109

Dear Mr. Ellis:

This is in response to your letter to the Commissioner of Food and Drugs, Dr. Jane E.
Henney, M. D., dated August 11, 1999, requesting that the Food and Drug Administration
(FDA or the agency) establish a new working group to design a better system for adverse
events reporting and to promulgate guidelines for dietary supplements containing ephedrine
alkaloids and other herbal dietary supplements. The agency appreciates the willingness of
dietary supplement maunfacturers to work with the agency on all matters surrounding the
regulation of dietary supplements. The agency has already initiated several activities in this
regard.

As you maybe aware, the Commission on Dietary Supplement Labels released its final
report on November 24, 1997. In its report, the Commission, among other things, urged the
FDA, industry, the scientific community, and consumer groups to work together voluntarily
to improve passive postmarketing surveillance systems. FDA responded to this guidance by
establishing a Working Group of FDA’s Foods Advisory Committee to consider the issue of
postmarked surveillance. The working group, which is just beginning its review, is composed
of individuals representing the dietary supplement industry, the scientific community, FDA,
and consumers. The working group is charged with suggesting and evaluating approaches
for improving postmarked passive surveillance and for improving communication of real and
potential product safety issues.

Additionally, FDA has held two public meetings -- on June 8, 1999 in Washington, D.C. and
on July 20, 1999 in Oakland, California -- at which the agency solicited comments on the
development of an overall strategy for achieving effective regulation of dietary supplements
under the Federal Food, Drug, and Cosmetic Act (the act) as amended by the Dietary
Supplement Health and Education Act. In the Federal Register notices announcing these
meetings, the agency specifically requested comments on the adverse event monitoring
system (64 FR 32880 (June 18~1999) and 64 FR25 889 (May 13, 1999)). Presently, the
agency is reviewing the comments and information it has received in response to its request
for public comments on the development of the strategy. We have forwarded your letter to
Dockets Management Branch to be included in the docket created for comments related to
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the regulation of dietary supplements (docket No. 99N- 1174), including dietary supplement
adverse event reporting. We will consider the information in your letter, along with all other
comments, as we move forward on this matter.

While we are considering how to improve the adverse event reporting system, we agree with
you that greater cooperation among FDA, industry, and other interested parties to enhance
the effectiveness of the current system would improve the ability of this system to identifi
potential safety problems and thereby improve their public health utility. In this regard, we
encourage Metabolize International and other interested parties to submit reports of adverse
events associated with the use of dietary supplements and other scientific and medical data
that you have to FDA. Reports of adverse events maybe submitted to Adverse Event
Monitor, Food and Drug Administration, 200 C Street, S.W. (HFS-452), Washington, D.C.
20204.

Please contact us, if we may be of fbrther assistance.

Sincerely yours,

*:Leg-
Director
Center for Food Safety

and Applied Nutrition

cc:
HFA-224, w/incoming
HFA-305, docket 99N-1 174
GCF-1, Dorsey
HFS-1, r/f
HFS-3, C)liver
HFS-22, Gordon, CCO
HFS-450, Yetley
HFS-456, Carlson

RA:HFS-456:MCarlson:9/2/99
Revised: HFS-456:RMoore :9/7/99
Revised: HFS-450:EYetley :9/10/99
Revised: HFS-450:9/15/99
Revised: HFS-22:PSalsbury :9/15/99
F/T:dyh: 10/1 3/99 r
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August Xl, 1999

Jane E, Ffwcy, IK12.
Commissioner of Food and Drugs
U.S. Food and Drug AdmMstra$on
5600 Fishers Lane
Recbdk MD 20857
via fkx: 301.443.3100
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Dear ~. ~CIM18JK

Sinoe the paaaage of the Dietary SupplcmsoC Hoidth and Ekhwation Act in 1994 the FDA has
been operating udm a Congressional mandate to mtablish a rtO’Wregulatory =~at for
&e&try supplements. Over the ssrne period of time, the herbal supplement market haa expandcxi
exponentially.

no agtmoy and tbe irrd&y are fkoii ~ ftidablo ohalleng= devclup entimLy new pxograms
that will ind oonmm~ oonf5deoce h the qwdity wad SafC& of this s~ti Gb Of produots -
and do it quiokly.

I believe that FDA and the herbal induntry cart best achieve their goals by Working together. The

hits of an adverwria! rclatiomhip, which adxnittodlywe have had in the past. resulted In a
Qawed proocss that has failed to yield effective gui&lin= based on sound s4cnrw.

Lfthe rp rukasd last week by the General Accounting Ofko tells us one thing, it is that
rneaningfhl and cfi%otive fkdcral guidelines arc impossible if they am based on an unreliable
adverse event reporting system. Met.abolifibolicves that responsible herbal cmnpaniai can mly
sueeeod in meeting oonsurrmt’ rwds with the JIclp of meaningful and effective guidolitwa

promulgated by the FDA.

We don’t have a good rcpmting system This indusuy is getting bigger and bigger. The only

responsible t-h@ is to have some kind of prom that worku. 1believe that the rqmaiible
companies in the industry v prepared to came forward and work with the FDA to dewelop a

P’0~- ThIZonly way to bottw s-e the consumer is fbr industxy md the FDA tm work
together,

I propose that the FDA 6et up a kJ Working group WItpOSd of Soiontiti, age’lcy qaW
consumers, horbalkta and iudustsy to design a better system for reporting sua~ ackcrw

heslth cwcntx and promulgate fkal guidelines fm d.ietaIYsupphxnents cantdihg herbal
qh- A suocessfbl edfbfi by this working group would provide ~ tmplatE for~l~fins
fdcral gui&lincs for all herlxd products. /,4
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hadils~ G= ~vida Vtib SObtific and xndical &da m the f~ulation emi bioohemintry of
hOIbS,n!! WO~ U VOhlXIMS ofdstiiiO!t caxunuqtim @q)e&C4L ~alfof a!~ AIYmXkM, Et i-t, =
u@g hcrbsl mpplcmmtts, SOIIICmedia uc ttdlrhg ti I@th CWMtSbawd on modiody d
soimtifidly -Uble mporta. M is oausing public mnfkkm that is not - the
canmmw. We need mtmdmde @u instill aonsumor contldence and help people make IitlIy
kibrmed dwiakms 8boIX Chezuspodble use ofhdx-

Metabdifc Intcma!iond.M ths maker of Amticm’s best ding iwrbal cuppl-mt hr weight
loss, will fuliy support al! cffiutsto develop a now titoring progmm IA b pnxmdgzile

Moxnl guiddines breed on sound sciadlo end medicel data

P]oaw &d fioe to contact me pommalIy if Metabolize GlUIin any way be of sewioc in launching

a ncw iffltiative to edablisb stmdmds fbr herbal pmdtw&

Shm’uly,
—

Metabolic Intmation4 Inc.

—
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T&smtirrdon dantalacd fa this hcsixlda mmmgc and anymarUrMappended U mlnwypf’ivlleg$d end
cdidemial rnfmtion or8ttormyWack.p-roduatirbtcudodfor theuso of the &@vi&al a entitymud
dmfc. If the feack of fhjsmamagaia not* ~ - cuthee10@8y* or agentreqawiilc co
wvaittitihtem~m~m~ddbt=y~ - m CMiiution or ~ of
MS mmmnacatiaa is prohibited If you IxBvemwivcd MS rnrmmni cution in omq p!caw mefi rho
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